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and some kind of stringent premarket approval mechanism. It is
designed to be flexible, to deal with substances on a case-by-case basis,
and to accommodate change in safety data. Finally, it involves a
balancing, because the operative language is 'unreasonable risk.' "

Like the FDA, the EPA has been building up its staff in anticipation
of the flood of products expected from biotechnology. Some still ques-
tion, however, whether the agency will have the manpower to effec-
tively regulate the wide variety of substances over which it has claimed
jurisdiction. The question has also been raised of whether government
agencies will have access to the information and technologies needed to
evaluate the claims of manufacturers working in biotechnology.

The U.S. Department of Agriculture

The U.S. Department of Agriculture (USDA), under a variety of
statutes, regulates the importation and interstate shipment of broad
categories of plants, animals, and agricultural microorganisms. It has
stated that it plans to treat products produced through biotechnology in
the same way that it treats products produced through conventional
means. It does not expect to encounter any problems unique to
applications of biotechnology, although it does plan to continually
reevaluate its position as the state of the art evolves.

The department also has authority over animal biologies, which in
the past has created some overlap and conflict with the FDA. The two
agencies have developed a "memorandum of understanding" in an
attempt to resolve jurisdictional disputes. The USDA also claims
authority over microorganisms that are plant pests or pathogens,
bringing it into potential conflict with the EPA.

The USDA has the most experience of any federal agency regarding
the introduction and monitoring of novel plants, animals, and micro-
organisms in the environment. According to Orville G. Bentley, the
USDA's Assistant Secretary for Science and Education, it also has an
extensive research network that it can call on in evaluating agricul-
tural products developed through biotechnology. "This institutional
expertise and capability," says Bentley, "will serve as a powerful
source in the regulatory process and in averting any particular prob-
lems that might come as a result of the application of biotechnology."

Other Agencies and Legislation

A number of other federal agencies also have either a direct or
indirect influence over the development or use of biotechnology. The